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Each year approximately:

w 100,000 patients undergo pacemaker Implantatbrr
.

● 30,000 receive an im plantable cardiac defibrillator

● and over 50,000 undergo an electrophyeiology etudy.

● Moat of theee procedures are performed by NASPE
members.

Current Indications For ICD Use

. The impfentabfe cardiac defibrfflstor (lCD fe
kindicated for use in patiente who am at h h risk

of sudden cardiac death due to ventricular
errhythm fss and who have experienced one of the
following situations

- Survival of at least one apisode of cardiac
arrest (manifested by Ioee of conaciouanees)
due to a ventricular tachyarrhythmfa: or

– Recurrent, poorly toferated, euetained
ventricular tachycardia.”

NASPE:
North American Society

for Pacing and Electrophysiology

● Profaaelonal organization of 3500 physlclana, eclentiata,

and health prdesslonale expert In the etudy and

management ot pstiente with csrdlac rhythm disorders.

● NASPE’S mlseion [e to improve the care of patiente by

promoting research, education, and training and providing

leadership toward optimal health care policies and

standards.

NASPE Supports the FDA Proposed
Revision to the Indications For [CD
Use Which is Under Consideration

. “The implantable cardioverter defibrillator is
intended to provide (ventricular antifachycsrdfa
pacing and) ventrfcufsr defibrillation, for
automated treatment of Iifs-threatening
ventricular arrhythmias.”

● The FDA would not etsfa which pstfsnte are at risk
for tits-threatening ventricular arrhythmias

Current Indications For ICD Use

. Guldant, free Indicatfone for an additional patient
population baeed on the results of the MADIT
efudy:

- Prior Ml, LVEF s35%, documented epieode of
NSVT with an inducible fachyarrhythmfa.

- Patiente suppressible with IV procalnamlds or
an equivalent antiarrhythmlc haven not been
studied



NASPE Agrees with the FDA Rationaie
For Proposed C#ra;r& In indications

. Current indications for u64 two not Corraistwtf with
current practke which k based on clinicat
information whkh b widefy available and which
forms the basis for current practke.

. NASPE feels tt would be more accurate it the lCDa
stated Indication IS for the devko’s known
functionality, and does not attempt to define tha
population et rfak

. precedent for uae of general functional indications
exists for coronary balloon arrgiaplasty catheters
arrd heart valves.
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33%Ieducmll llwrt 1Vr,31%,t 3V.
NEJM199Z 337 1476+3

Outcome of petients With Noni.schemic Dilated
Cardiomyopathy and Unex iained SYncope Treated

Ewith an Irnplanta ie Defibrdlator

Knight, Morady et at., JACC 1999; 33:1964-70.

.14 pts with ayncapo, nonischemk CM, nag EP,
m-d with ICD

● 19 pfs with cardiac arreet, nonlachamk CM,
rx’d with tCD (control group)

● 7 / 14 (50%) in syncape group received appropriate
ICD shock durfng 24+14 m fu

● 8 / 19 (42%) in arrest group received appropriate ICD shock

~Thsea resutts euppod fCD implantation In pta
with lDC, unexplained syncopa , and negative EPS

AViD Triai

Qbi@iYw Determine tho tefetive efficacy of ICD
vemue antiarrhythmlc drug therapy In patients with
aborfed eudden death or hemodynamkally tzttatabk ~.

S.tI@K&iU Mufticenter randomized parallel group study In
1016 patiente (prematurely terminated).

EIMfyIatwrrnlttld_EtiG
Aboried SCD, sustained VT with eyncope, or
hamodynamically unstable VT with EF < 40%.
Rx with ICD or empirk amio or guided sotoloi.

~iMlt.pQKNIfiltiQ3L
age 65 years, EF 31%, CAD in 81%, SCD in 45%

NEJM 1’497; 337 157s-s3

AVID Registry
● 5989 patisnts screened, 1016 randomized
.4595 followed in a registry
Rsgietry rseults:

4595 foflowad in registry
4219 ragietry pafiarrt.e enrolfed before 1997 -
foilowed through the national health Index

Mortaiity ratee at 16.9*1 1.5 months of follow-up
. VF cardlec arrest 23811399 (17.0%)
● Syncopai V7 508/1 27 (21.2%)
● Symptomatic VT 168/1065 (15.8%)
. Stabla VT 981497 (19.7%)
. VWVF with tranelant cauee 4S/270 (17.8%)
● Syncopa 48/390 (12.3%)
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Patients eeemlngly at lower-risk of ventricular
arrhythmias have a high mortality simifar to that of
hioher risk AVID slialbie ~tiente.
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Long-Term Follow-Up of patients With Long-QT Syndrome
Treated With Beta-Blockers and Continuous Pacing

PuvirI Dwcdtw, Eldu Michti, Mhm=.m, Sche4nnmnMM
Cire 1090100: 2U1-243&

● 37 pts with LQTS treated with pacing & eB Fix
● 6.3+/-4.6 yre fotiow-up
● 32 women, 5 men, 32 years
● 23 faiied ffB aione

● 3 died from a presumed arrhythmia during flu
.3 other pts had ASD during fu
● over 6.3 yra 24% incidence of SCD or ASD

(17% in compliant pta)

Conciuaion: C~mbhration therapy in LOTS patients
reetdts in an unacceptably high rick of potential fatal
arrhythmlaa during fu.
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Rationale for NAPE’s Support of the
Proposal

Recognizes that the dsclskm to implant an IC13Is
a medical daclslon made by patients and their
physkfsrra.

A decision 10 racommond fCD placement Is
based on the most current clinical ovldence which
continues to evolve as more Informaiton becomes
available.

Ths ACC/AHA and NASPE publish guidelines on
the indications for ICD and PPM Impfsntafion
fiich are updstea on a ragufar basis.

These guidolinas sfao prevsnt over use by tha
rrwdical community.


